KPATKA XAPAKTEPUCTUKA HA IIPOAYKT
K'bM JHITEH3 3A YOOTPEBA Ne (022-2664

1. HANMEHOBAHWE HA BETEPUHAPHOMEJHAOHHCKHWA HPOAYKT
FIPRON 268 mg pa3reop 3a ApHIarade BbpXy OrpaHMueH y4uacThk 3a Kydera L
2.  KAYECTBEH U KOJIHYECTBEH CbCTAB

1 Ty6a (2.68 ml) ceabpaxa:
AKRTHBHA CYOCTAHIUAS
Fipronil 268 mg

Excunnuenrn:

Butylhydroxyanisole (E 320) 0.536 mg
Butylhydroxytoluene (E 321} 0.268 mg

3a ITBJHMS CIIMCEK HA eKCIHIIHEHTHTE, BIK T. 0.1,

3. DAPMATIEBTUYHA @OPMA

PasTBOp 32 MpHUNaraHe BEPXY OIPANMUCH YIACTBK.
[pospauey, KBAT A0 FKBITO3ENEH PAITBOP.

4. KJIMHAYHHM JTAHHHA

4.1 Buaoee sKHBOTHH, 3a KOHATO ¢ npeanaszaaden BMIT
Kyera.
4.2 TepaneRTHYHI HOKa3AHHS, ONPEAEICHH 32 0TAe/IHATe BAI0BE )KHBOTHH

Jeuenme W mpodmmakruka cpemty omapasutsBaHe ¢ Ownxu (Ctenocephalides spp.) ¥ KbpiekKu
(Rhipicephalus spp., Dermacentor spp., Ixodes spp.) IpH Ky4eTa.

Jeuenve v npodiunaKTHKA CPENTy alepriieH AepMATHT, IIPUIMKEH OT yXanBare Ha Obyixu (FAD) npn
KydeTa.

Jleuenue u npodHIaKTHKA cpely WHBazHA ¢ kocMoanu (Trichodectes canis) npu Kyvera.

4.3 ITpoTuBonorazanuy

Tlopazy JHICa Ha AAHHH, /12 BE Ce H3MOM3BA IPH JKMBOTHH HA BB3PACT MO-MANKO 0T 8 ceaMuLM W/HITH
¢ TenecHa Maca no-manko or 2 kg.

Jla me ce m3noassa npH GONHM JKMBOTHU (ChC cucTeMHO 3abonfBaHe, Tpecka) W HpI/l JKUBOTHH B
EPHO/( HA BB3CTAHOBABAHE cnel 3aoinsasane.

Ja ne ce waron3pa npu 3ainy. Moxke na npeqH3BHKa HE6H&FOHpHHTHH peaxkuMs v J0pH CMEPT.
IIpoaykTbT € npefHA3HA4YeH 3a Kydera, Aa HE Ce H3MON3Ba OpM KOTKM. Moxe [a ce CTHTHe 10
npeao3upanHe.

Hanonspakite nmoaxo/ain pasmep Ha OIIAKOBKATA B CHOTBETCTBHE C AelicTBHTE/IHATA TENECHa Maca Ha
KyveTo.

Ja He ce M3NON3BA TPH CBPLXUYBCTBHTENHOCT KBM AKTHURHATA CyOCTaHLMA WM KbM HAKOH OT
CKCITATTHEHTHTE.

4.4 Crenna/ oA IPEANASHH MePKH 32 BCEKH BH/I *KHBOTHH, 34 KOHTO ¢ npeanazuaves BMIL

Ja ce u36sarsa KOHTAKT Ha TIPOAYKTa C OUKTE HA XKUBOTHOTO.
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Mopag pPUCKA OT BE3MOKHA PEUCTEHTHOCT HA MAPA3HTMTE KbM AaKTHBHATA CyOCTaHLWMS u
CBBP3AHOTO C TOBA HAMAABANE HA e(eKTHERHOCTTa OT Tepanusara, TpsOBa [a C¢ CriasBaT CICIHWTS
TIPABHMNA MPH NPUIATAHE Ha EKTONAPasHTHIMIN!

- u3GATBAHTE TEBP/EC YECTOTO H MHOMOKPATHO NpPW/araHe Ha CKTOMApasHTHUMAM OT €4Ha ¥ ChINa
rpyna;

- crnasBaiiTe UpenophYAHATA AO3MPOBKA M POKMM Ha AO03MpaHe; Hpuiaraiite MpORYKTa B AO3HYE,
TPEIOPHYARH OT IPOH3BOAUTENA, 3a Aa O'b/ie HOCTHTHAT MAKCHMANEH TEpANeBTHYCH eeKT.

4.5 CroenHaJgH OpeAnasHH MepKH IpH ynorpeda

CricHHATIHU OpeJIasHy MEPKH 34 MKUBOTHHTE TOPH YHOTDB6E[TB. Ha ApOaYKTa

BaskHO © OpOYKTHT Jid ¢e MPHITAra Ha TAKOBA MACTO, KOETO MHBOTHOTO 1a HC MOKE 1a ODMNHIKe,
KAKTO M CIIe/l TPETHPaHe [a Ce NPeAOTBPaTH B3aUMHOTO 00/TM3Bane Ha JKHBOTHHTE. [IpofyKTHT fa ce
IpUAra caMo BBpXy Koxara. Jla He ce MpHJara HepopaiHo WM napextepaiHo. [a ce H30srea
KOHTAKT Ha TIPOJAYKTA ¢ JMraBuumte (Ha OuMTe, HO3APHUTE, ¢ JINTABHMLATA HA TEHHTANHMTE WIH ©
HApaHEHH Y4acTBLH OT KOJKATa).

Ilpu nanuuue Ha OBIXM Ce MPeopbypa GAHOBPEMEHHOTO TPETHpAHE H HA OCTAHAIMIC MKUBOTHH B
JOMAKHHCTBOTO C €KTOMAPasHTHITHAK.

He ce npenophuRa KbhaHe/MHeHe ¢ TIAMTIOAH B NMPOABDKEHWE Ha 2 [HM CJe[ TIPHAraHeTo Ha
NpOAYKTA, KAKTO H KBIIAHE, 0-4eCTO OT BETHBK CEAMUTHO.

CJieft mpucIKeHHe Ha NPOJIYKTa HE NO3BOILMBAMTS HA KYUeTO Aa Ce Kblle B eCTECTBEHN BOAOCMH (BHK
TouKa 6.9).

Moske 7ia ¥Ma 3aXBAMIaHE HA STMHUUHE KBDICKK CIE]] TPETHPAHETO, HO TE¢ YMUpAT B paMKuTe Ha 24-
48 uyaca cyieA mpunaraHeTo Ha UpomykTa. OOHKHOBEHO TOBA Ce CIYHMBA NPeAH KbPJICHKBT Jia ce
HACMYT€, KOETO MHHHMH3HPA, HO HE H3KIIOUBA PHCKA OT TIPEHOC HA TPAHCMMCHBHH 3200/19BaHHS. ‘
Bixute or KMBOTHMTE HYECTO MHBA3MPAT TEXHUTE KIETKM M MECTara, KbAETO YKHUBOTHOTO CIH H CH
HOUMBA, KATO KWIMMH ¥ joMatiHo obzapexpade. Ilopagu ToBa Tesu MecTa TpsaOea na ObIatr
TPETHPAHM B CITYHal Ha MACHBHA MHBA3HA, KAKTO U B HAYANOTO HA TIPUNIAraHe Ha HPeasHATe MEpKy,
€ TIOOXOAAITH HHCCKTHITHAHK NPOJYKTH B Aa ce [TOMHCTBAT ¢ ApaxocMyKadka,

CUGQHEUIHH OpeAHasHE MEPKH 33 THUATA, TIPHIaraiif BETEPHHAPHOMENVIHHCKHA IPOAYKT Ha JKHBOTHHUTE

Xopa ¢ ycTaHOBEHa CBPBX4YBCTBHTENHOCT KbM fipronil MiiM KbM HAKOH OT EKCLMITACHTHTE Tpabea ga
W30ATBAT KOHTAKT C BETCPUHAPHOME IMIMHCKHA MPOTYKT.

W36arealiTe KOHTaKTa Ha MPoayKTa ¢ NpecTATe. LIpH ciydaeH KOKTaKT, I3MHHTE PBlETe CU ¢ BOAA H
CanyH.

To3u NpONYKT MOME 72 TIPEAM3BHKA PA3/PASHEHHE HA OYHTC M JMTapuipATe. CHENOBATC/IHO ¢
HEODXOHMO /14 C€ MPeAOTBPaTH KOHTAKTHT HA IPOAYKTa C YCTaTa M OYUTe.

TIpy cytaeH KOHTAKT Ha IPOJyKTa ¢ OUnTe, He3abaBHO I H3TUIaKkHeTe OGHILHO ¢ BOJA.

AKO pa3ApasHeHHETO POIBDKARA, He3abaBHO Jla C& NOTHPCH MEAHLMHCKH CHBET, KATO Ha JeKaps ¢¢
LPEAOCTARH JIKCTOBKATA 32 yIOTPeOa MM €THKEeTa Ha NPOIYKTA.

TpeTupanuTe KHBOTHY He TPAOBA Aa Ce IMNAT M TPEeTPBIUAT M Ia HE C¢ TIO3BONABA HA Jelard Aa
WrpasT ¢ TAX, 0 H3CBXBAHE Ha MACTOTO Ha NPHIOKEHHE. 3aTOR: C€ MPENophYBa JKMBOTHHTE /1a HE C&
TPeTHpArT Mpe3 [eHd, a TOBA A C€ MPaBM PaHO BEUEP, KATO Cel TOBA Jia HE CC NO3BONIABA HA TOKY-IO
TPETHPAHITE JKHBOTHH /2 CIIAT ChC CBOHTE COOCTBEHHIIH, 0COOEHO ¢ MeTia.

He niytiiete, He nyiiTe B HE SUKTE 10 BpeMe Ha IPMOKEHAETO Ha IPOJYKTA.

Wamuiite ppreTe cH clie] paboTa ¢ IPOAYyKTa.

JpyTH npeanasHl MEPKH:

DURPOHIIHT MOKE /Ia AMa HeGIAronpHITHO BIMAHHE BEPXY BOAHWTE OpTaHM3MA. He nossosipaiite
Ha KYYeTaTa [a e KBILIT B €CTECTBEHH BOJOEMHM 2 JHH CTIE/T IPHIOKEHHE Ha NPOAYKTA.

IIposyKTHT MOXE Ja HMa HeONAarolpHATHO BIMAHWE BBPXY OLBCTCHM, NaKMPAHW WM APYIH
MOBBPXHOCTH Wit MeDelu B NOMaKHHCTBOTO.,

4.6 Hebmaronpusitun peakiua (4eCTOTA M BASKHOCT)

2/5



Crnex oOIM3BaHE HA OPOAYKTA MOMKE Ja ¢ HAOTI0aBa KPaThK [EPROJ Ha XUISPCaNnuBaru, NboKama
Ce OCHOBHO HA eCTECTBOTO HA HOCHTEA.

MHOTO paaxo ciigl TpeTHpane ce cholluaBa 3a TPEXOAHH KOKHM PEAKIHH B MACTOTO HA MPHUI0KEHHE
(0Be3uBeTIBAHG W OTIAZaHe Ha KO3MHATA, ChpOeN:, sadeppsBaHe) W OOLL CHPOENK HIH anOTCLHI. B
MHOLO PefIKH cilydad ¢ choBInaBa 3a Xurepcatupauus, oOparviMM HEBPOAOTHHHH CHUMIITOMH
(xWepecTe3Hs, AENPECHs, HEPBHH NPH3HALM), TOBPBLIAHE WM AMXATENHH 3aTPYAHCHH,

B MSCTOTO HA TIPHIOXKEHHE MOFAT @ CE MOSBAT KO3MeTHuhM Aedexty (CremHana KO3HHa, O
3ACHXHAIN Mpax).

Ja He ce npemo3upa.

[Ipy nepsucTrpane Ha HeGNAroNPUATHHTE PEaKLMy, IOTHPCETE CHBET OT BCTCPHHAPEH NeKap.

4,7 Ynorpeba no BpemMe HA OPeMeHHOCT, TAKTAUNASA HIIH stiineHOCEHe

besonacHocTTa HA BCTCPUHAPHOMEMULIMHCKIA TIPORAYKT € AOKAa3aHa No BpeMc Ha GPGMCHHOCT u
JAKTaUKs [1pH Ky4eTa, KAKTO M IMPH XKSHCKH Ky4dera, npeiHasna%eH 3a pa3rion, Clea HeKOJIKORPAaTHO
Npuaarane Ha j03a, HaapHIIaBalla TPH ITETH [fpENopLYaHaTa.

Mosxe 1a ce Opuitara 1o BpeMe Ha GPSMCHHOCT W naKTauHd [IpH Ky4eTa, KaKkto U [IpH KCHCKH Ky4eTa,
npeaHazHa4denn 3& Pasnjioa.

4.8 BszaumogeiicrBue ¢ PYrH BeTePUHAPHOMEIHMUHHCKN NPOXYKTH H APYFH Gopmi Ha
BianMopeiicTRHe

He ca uspectin.
4.9 Jo3a u HavHH HA TPRIGKEHRE

Ilopau 1unca Ha TaHHH, MAEHAMANIFHAIT HHTEPBAI MEKTY TPETHPAHHITA € 4 COMHIMH.

3a npunaraHe EBPXY KO)KaTa,

Hauen Ha npuiioeHre: [pUiarade BbpXy OTPaHHYCH yJacTbK.

Jlo3upoBKaTa 3aBHCH OT TEIECHATA Macd HA KABOTHOTO.

Kyuera ¢ Tencena Maca Hag 20 kg 1 f0 40 kg: cpappianieTo na eaHa Tyba ¢ obem 2.68 ml (L).

ToBa OCHTYpPABA MUHHMMATHATA NpenopryTeHa Ao3a fipronil or 6.7 mg/kg Tenecna maca.

TpeTHpane ¢AHH BT MECEYHO CE MPEMOpPBBA IPH BHCOK PHCK OT MOBTAPHIIA C& MHBA3HA OT O'bIXH,
aKO KYHUETO & AEPruyHO KbM YXAIBaHus OT OBAXM, IPH HEOGXOMMMOCT OT KOHTPOJ Ha MHBA3MA C
KLPIEKH M [P HECTO KbliaHe HA Ky4eTO ¢ XWMOATCPTeHHH MM OBJIAKHABALIM LIAMIORHHA. B
0BNACTHTE, KHIETO HAMA Cepro3Ha MHBazus oT OwpnxH B Kbprexu, FIPRON pasteop 3a npunarane
BHPXY OTPaHHUEH Y4aCThK 38 KY4eTd MOXKE /la Ce NPHara Ha BCCKHM JIBA WIK TPH MCCCLA.

Meron Ha NpHAOKEHHE!

Ipeite TyOara H3MpaBeHa ¢ TACHATA YacT HATOPE M HAKOMKO IBPTH MOTYTMalTe TACHATA 4acT HA
Tybara ¢ MPLCT. BHUMATETHO OTUYIIETe BPBXYETO C BLPTEIHMBO JBIKeHHE. PasTBopeTe Ko3MHATA HA
JKMBOTHOTO ME3KIY HPE/IHATA HACT HA AOHATKHTE TaKa, 4e Jia ¢¢ BKia koxara. [loctaseTe BhpXa Ha
ATUTHKATOpa BHPXY KOXKATA M HAKONKO ITBTH H3CTHCKakTe TyGaTa Taka, 4e LUIOTO H ChABPIKAHUC Aa
[IOMAAHE JIAPEKTHO BBPXY KOYKATA.

FIPRON pasTBop 3a ripHnarade BbpXy OFpaHMYeH y4acThi 34 Ky4eTa © e(heKTHBEH Cpelly UHBasHsi C
OLiIxH 3a NMEpHOA OT TPHOIHIATENHO 2 MeceUa M Cpeily Kbpiexu 3a nepuox xo 1 mecerr, s
3ABHCHMOCT OT HHTEH3WBHOCTTA HA KOHTAMMHHpaHe Ha OKONHaTa cpefa. Beaxure Oupar ybuth B
paMKuTe Ha 24 yaca Caejs HHBA3WATA.

4.10 Tpego3upane (CHMITOMH, CIEUHH MEPKH, AHTHIOTH), AKO ¢ He00X0HMO

JlaGopaTopHuTe NpOYYBAHHS AOKa3BaT Oe30MacHOCTTA HA TIPOAYKTA 34 BUIOBETE JKUBOTHH, 34 KOUTO
e npenyasfAaved. JlaboparopHH NpoyUBAaKsl ¢a M3BBPLICHH LIPH Ky4eHTIa (Ha pB3pacT § CoOMHIM) H
npu Kydera ¢ TeflecHa Maca oxonmo 2 kg [lpunoxkewma € nosa, 06T WBTH [O-BUCOKa OT
npemopbuKTenHaTa. 1IpoyuBaHEATa HE JIOKA3BAT HEKAKBY HeONaroipuaTHH PEeaKiiH. PucxsT ot
NposBa Ha HeGAaronpHATHA Peaki (BIOK Todka 4.0) MOXe Ja CC [OBHIIA NPX PE/I03Ipake, 3aT0Ba
JKUBOTHHTE TPAGBa 1a GHAAT TPETHPAHH BHHArH ¢ Ty(a ¢ IPABRITHUA pa3Mep, N3bpaHa B ChOTBETCTBUES
¢ TEJIECHATA Maca Ha JXMBOTHOTO.
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4.11 KapenTen cpok
He ¢ npunoxumo.
5. GAPMAKOJOIHMYHHU OCOBEHOCTH

DapMakoTEPaieBTHYHA PyIa; JAPYTH eKTONAPasIHITHIH 38 JIOKa/1HO FPHIOMKEHHE.
BetepunaproMeauuuucku Anatomo-Tepanestiuen Kox: QPS3AXIS.

5.1 (dapMakoAHHAMHYHH CBOHCTBA

DUMPOHWILT € TMPOKOCTIEKThPEH HHCEKTHIMI/AKAPHTMI, [POU3BONEH HA (QeHHIIHpAsONa. 3a
YNIEHEeCTOHOTHTE € TOKCHYEH CJIe]l KOHTAKT ¢ NOBBPXHOCTTA Ha TATOTO WM HITH CJIS/{ MOTIbIAHE, KAt
jciicTBa BBPXY BBL3PACTHH EK3EMIULADH W BBpXY JapB. B IenrpamnaTa HEpBHA CMCTOMa Ha
HACGKOMYTE B3aMMOJCHCTBA C DEHCHTOPHTE Ha raMa-aMHHoMacieHata kucemnna (GABA). Tesu
PELEITEOPH PETYIHpAT XIopuiHHTe KaHamu. [lo Tosu HaumH GUIPOHKNLT Grmoxupa MpeHoca Ha
XJIOpMJHP HOMM 1pe3s KTeThuHWTe MemOpanu. Hacrpisa npexomepHa HepBHA CTHMYJafud,
HeKOOPAHHHPaHaJeHHOCT Ha HEPBHATA CHCTEMA W TMOCTEeABAlla CMBPT HAa HACCKOMWTE W aKapHie.
AKApUITAHUAT edext ce MOCTHra H upe3 MECTPYKTHBHO BIHAHHE BHPXY CITIOHUCHUTE JJICIH Ha
KBPIICIHTE, C KOETO C& BRITPENITCTBA BCMYKBAHETO OT JKHBOTHOTO. YCTaHOBEHA € PIPOITYKTHEHA
TOKCHMHOCT HA (PHIIPOHMIA PH HeHCKHTE KBPIenH (HeOOPATHMH NPOMEHH Ha OOLMTHTE),

52 dapMakoKIHETHIHE 0CO0CROCTH

Cnep NPWIOKEHHE Ha NPOAYKTa, AKTHBHATA CyOCTAHUMS NPOHWKBA B KOXKATA HA HBOTHOTO.
PasripocTpansisa ce ¢ KOHIEHTPAHMOHSH TPAIHEHT OT MACTOTO HA MPHIIAraHe KBM nepudepHHTe 30HK
(mymBaiHa 30Ha, XBA0OLHH), KyMyNHpPa B KOXKHATA Ma3HMHA U B KOCMEHHTE bonMKyIH, OTKBAETO
LOCTETeHHO ce OCROBMKAABA B KOXKATA M KO3WHaTa. 110 TO3M HAYMH C€ OCHTYpPABAa JbAroTpaiHa
axrupHOcT, KoHuenrpammsara Ha GMIPOHMI B KO3WMHATA [OCTENEHHO HAMAlABa, CHCM 56 guu €
H3MEpPEHA KOHIEHTPALFA B Ko3nHaTa 3-4 nug/g.

Creji npujarafe BbPXy KOKaTa (GUIpOHWILT ce abcopOupa B MHHMMANHE KOJIHYECTBa (mo 1 %). B
TAIOTO ce MeTaGoM3upa OO CYI(OHOB AEpHBAT, KOHTO CBIIO MMA HHCCKTHIMAHO H AKAPWIHITHO
ASHCTBHE.

6. DPAPMAILEBTHYHH OCOBEHOCTH
6.1 Cnncbk HA eKCHHTAERTHTE
Butylhydroxyanisole (E 320)
Butylhydroxytoluene (E 321)

Povidone K -16.5

Polysorbate 80

Ethanol 96%

Diethylenglycol-monoethylether

6.2 HechpBMeCTHMOCTH

He e npunoxumo.

6.3 Cpox ra rogmoct

Cpox Ha FOAHOCT Ha KpailHHs BETCPHHAPHOMEMHWHCKA MPONYKT: 2 IOAMHY.
Hsnonssaifte He3abaBHO clie]] OTBAPSAHE HA CATIIETO.

6.4. CrenmaJHd YCJ0BHS 32 ChbXPaHeHe HA KPOAYKTA
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To3u BeTEePUHAPHOMENMLIAHCKH TIPOIYKT HE W3NCKBA HUKAKBY CMICTIHANHH TEMILCPATYPHI YCIIOBUA 34
CBXPAHEHHE,

JTa ce ChXpaHABa B OPUI'FTHAITHATA OTIAKOBKA C L1e7 TpeAna3Bane oT CBET/IHHA.

Ja ce chXpaHiBa HA CYXO MACTO.

6.5 Bnj v cheTaB HA IBPBAYHATA ONIAKOBKA

IIpospauna epxoposoBa Tyba or PE ¢ oruynBamo ¢e Bpbxue (PE). TyOure ca HHAMBHAYAIHO
onakosanu g 3areuarany camera (PET-A1-PE). Cawerara ca onakosady B KAPTOHEHA Ky THA.
Pasmepu na onakoskaTa: 1, 3 wiM 25 eaHono3oeu TyOH.

He BcHUKH pasMepH Ha OmakoBkaTa MOrat da GBAAT NpeANlaraky Ha Tasapa.

6.6 CoenmaJHd MEPKH 32 YHHIXOKABAHE HA HEM3NOJ3BAH NPOAYKT HIH OCTATLIM 0T HETO
Beeky HEH3NOM3BAH BETEPUHAPHOMEAMIMHCKA OPOMYKT WIH OCTATHITA OT Hero, Tpsbea ja Oblar
VHHILOWKEHH, B CHOTBETCTBHE C H3HCKBAHMSATA HA MECTHOTO 3aKOHOIATC/ICTBO.

FIPRON 268 mg pasteop 32 NpUIaraie BbPXy OrpaHMueH yuacThK 3a kydera L He TpsabBa ma GOwie

WAXBBPJIAH BBB BOJHH Oacelinu, ThH KaTO TOBA MOXES A 6Bae onacHo 3a pHOH WITH APYT'H BOJHM
oprauusmi, He 3ambpespalite ¢ IPOAYKTA HAM € TIPA3HH OTIAKOBKH €3€Pa, BOLOEMY HITH KaHAIH.

7. HMPUTEKATEJ HA JAIEH3A 3A YHHOTPEBA

Bioveta, a.s.

Komenského 212/12

683 23 Ivanovice na Hané

Czech Republic

8. HOMEP HA JIMIIEH3A 3A YHHOTPEBA

No 0022-2664

9, NATA HA IIOJHOBABAHE HA TMITEH3A 3A YITOTPEBLA
(9/03/2017

10. JATA HA TIOCJHEJHATA PEJAKIHA HA TEKCTA
02/2017

3ABPAHA 3A TPOJAKEBA, CHAB/UIBAHE H/HJIA YIIOTPEBA

He e npumoxumMo.
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